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ANNEX

INTRODUCTIONInformation to be submitted, its generation and its presentation

5. Tests on vertebrate animals

5.1. Tests on vertebrate animals shall be undertaken only where no other validated methods
are available. Alternative methods to be considered shall include in vitro methods and
in silico methods. Reduction and refinement methods for in vivo testing shall also be
encouraged to keep the number of animals used in testing to a minimum.

5.2. The principles of replacement, reduction and refinement of the use of animals shall
be taken into account in the design of the test methods, in particular when appropriate
validated methods become available to replace, reduce or refine animal testing.

5.3. Tests involving the deliberate administration of the active substance or the plant
protection product to humans and non-human primates shall not be performed for the
purpose of this Regulation.

5.4. For ethical reasons, study designs shall be carefully considered, taking into account
the scope for reduction, refinement and replacement of animal tests. For example, by
including one or more additional dose groups or time points for blood sampling in one
study, it may be possible to avoid the need for another study.
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Changes and effects yet to be applied to the whole legislation item and associated
provisions
– Signature words omitted by S.I. 2019/556 reg. 21(4)
– Annex Pt. A s. 8 word omitted by S.I. 2019/556 reg. 21(5)(b)(xiv)
– Annex Pt. A s. 1 point 1.4 word substituted in earlier amending provision S.I.

2019/720, Sch. 2 para. 176(2)(a)(i) by S.I. 2020/1567 Sch. 2 para. 61
– Annex Pt. A s. 1 point 1.4.1 word substituted in earlier amending provision S.I.

2019/720, Sch. 2 para. 176(2)(b) by S.I. 2020/1567 Sch. 2 para. 61
– Annex Pt. B s. 9 words omitted by S.I. 2019/556 reg. 21(5)(c)(vi)
– Art. 1(1) Art. 1 renumbered as Art. 1(1) by S.I. 2019/556 reg. 21(2)(a)
– Art. 1(2) inserted by S.I. 2019/556 reg. 21(2)(b)
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